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1 




2 




3 




4 


The videotaped deposition of PAUL VOORHORST, 


5 


called by the Plaintiffs for examination, taken 


6 


pursuant to the Federal Rules of Civil Procedure of 


7 


the United States District Courts pertaining to the 


8 


taking of depositions, taken before CORINNE T. 


9 


MARUT, C.S.R. No. 84-1968, a Notary Public within 


10 


and for the County of DuPage, State of Illinois, 


11 


and a Certified Shorthand Reporter of said state, 


12 


at the offices of Barnes & Thornburg LLP, Suite 


13 


500, 110 East Wayne Street, Fort Wayne, Indiana, on 


14 


December 3, 2012, commencing at 9:00 a.m. 


15 
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1 data sets. There's a lot of different estimates 

2 that, you know, would be made available. It could 

3 be very confusing. I mean, that would be one way 

4 that I think it might be harmful where the -- what 

5 estimate would we send out, would we send out the 

6 one from our clinical trials, would we send out the 

7 ones from the National Joint Registries. I don't 

8 know what the surgeons would do with that 

9 information. 

10 Well, DePuy made the decision that it 

11 would use the numbers from the National Joint 

12 Registry when it announced the recall, correct? 

13 A^ Yes . 

14 MR. SOCHA: Just object to the form of the 

15 question, vague and ambiguous. 

16 BY MR. DEVINE: 

17 Q. It didn't think that that was confusing, 

18 did it? 

19 A. So, we did reference the National Joint 

20 Registry results from the UK when we recalled the 

21 product. And that was, you know, the largest, 

22 really the largest data set that we had available 

23 to us at that time I believe. 

24 Q. Is there any larger data set available 
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1 that have been done by DePuy are listed on that 

2 document. 

3 MR. SOCHA: That is something for the document 

4 review team to deal with, not this witness. 

5 MR. DEVINE: All right. Then I'll take their 

6 deposition. 

7 MR. SOCHA: I'm happy to -- well, never mind. 

8 MR. DEVINE: All right. 

9 BY MR. DEVINE: 

10 Q. The Kaplan-Meier analysis that was done 

11 earlier this year, you have no idea what the 

12 results of that are, correct? 

13 A. I don't. 

14 Q. What about the one that was done before 

15 that, do you have any knowledge of the results of 

16 that? 

17 A. I believe that there were -- again, 

18 there were documents that I reviewed in preparation 

19 for this that I do recall seeing survival, 

20 Kaplan-Meier survival curves for from DOTS. I just 

21 don't recall the exact survival estimates on that 

22 document. 

23 I'm going to mark as Exhibit 18 this 

24 document . 
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marked Voorhorst Deposition Exhibit 
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A. If it's not the exact document, I did 
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review a document that looks very similar to this. 
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A. I believe I would have worked with Mike 
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this together. 
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Q. You believe that or you know that? 
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Q. All right. And you said that you did 
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this with Mike Stout. So, you both worked on it 
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23 


A. Right. 
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Q. What part did you do and what part did 
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Mi ke Stout do 9 
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A. So, I would have reviewed the 
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pertains to this analysis. 
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a monthly basis. 
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Q. In preparation for your deposition here 
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today, did you investigate when this study was 


2 


performed? 


3 


A. This study? 
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Kaplan-Meier analyses . 
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17 
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deposition here today, you didn't investigate which 
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centers are the ones that were being reported in 
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this Kaplan-Meier analysis, is that correct? 


2 


A^ 


No. My understanding of the deposition 


3 


was that I 


was prepared to discuss the results from 


4 


Kaplan-Meier analyses. Not necessarily memorize 


5 


which sites were involved in producing or providing 


6 


data that 


goes into this analysis. 


7 


Q • 


All right. This shows a mean follow-up 


8 


of 2.23 years, correct? 


9 


A. 


That's correct. 


10 




With a range of zero to 5.12 years, 


11 


correct? 




12 




That ' s correct . 


13 


Q- 


What does follow-up mean here? 


14 


A. 


Follow-up in this means that the 


15 


patients were returned to clinic and it's simply 


16 


the elapsed time from the time that they had their 


17 


total hip 


replacement to the time that they 


18 


returned to clinic to be evaluated. 


19 




All right. And this shows 38 revisions 


20 


within the 


population of -- of 455 hips, correct? 


21 


A^ 


That ' s correct . 


22 




Now, if you turn to the second page, 


23 


this shows 


a Kaplan-Meier survival curve, correct? 


24 


A_L 


That ' s correct . 
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curve, it gives a description of the data that 
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shows that the survival estimate at 4.57 years 


is 


4 


f\ 4 ? nprfpnf r< n,T T C\~ ^ 

\J T • ^-i v J_ V V_- 111 . , \ — \J J_ J_ v.- v. — 1 — . . 
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Q. And that means that 35.8 percent are 
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A That ' s rnrrppf 
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Q. And this gives a confidence interval 




10 

-L- V_/ 


Kpfuppn RH 46 a n ri 75 68 rorrprt ' 




11 


A That ' s rnrrprt 
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13 


interval somewhere between 25 and 50 percent of 




14 


ASR XLs would be expected to fail by 4 . 7 years 




15 


4.57 years, correct? 




16 


A. That's the estimate for how many would 


17 


have needed revision at that time, yes. 




18 


Q. All right. And then if you turn to 


two 


19 


pages in, this is the one that starts with 




20 


"US 04062 ASR XL"? 




21 


A. Yes. 




22 


Q. What's your understanding of this 




23 


Kaplan-Meier analysis? 




24 


A. So, this -- make sure we are on the 
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1 so, the page I'm looking at has -- starts out 

2_ talking about nine centers, 130 hips. 
3_ Are we on the same page? Oh, I don't 

£ ask guestions. 

5_ MR. SOCHA: You can ask guestions to clarify. 

6 THE WITNESS: Okay. 

7 BY THE WITNESS: 

8_ A^ Can you clarify the page? Are we 

_9 looking at the one that starts out with nine 

10 centers ? 

11 BY MR. DEVINE: 

12 Q . We are, yes. 

13 A . Okay . So, there is no Kaplan-Meier 



14 analysis on this page, but it's basically 

15 summarizing the fact that there were 130 ASR XL 

1 6 hips implanted between that date range, the 

17 demographics there for gender; and the mean 

18 follow-up was at the time that this report and the 

1 9 database was locked in September of 2011, the mean 



20 follow-up was 2.63 years, range 0.06 to 4.73 years. 

21 There were 11 revisions, which is calculated to be 

22 8.5 percent. 

23 Q . All right. And, again, follow-up means 

24 the last time they actually came into the clinic, 
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1 


nnrrpf't ? 


2 


A That ' s rnrrprt 

ii • X 1 1 C-L I— O V — \_J _L_ J_ V V 1 . • 


3 


And f hpn i f vnn skin f hrpp monp nacrps to 

Vj/ • X XX X \_A I . X X V X X 1 X_ y V / l_»X i > J V 1 h^J V - X X J— V V ILL V / X_ V ' l_A V ► ' V - v / 


4 


the one that starts "US XL DOTS and 040623 ASR XL" 


5 


With 23 f pnfprq? 

V V _l_ I -11 V v . Ill - \^ _L_ O • 


6 


A Ri nh t Sn ttiPTP is 23 ppnhpns that 

Xi • X\ _l_ ^-j 11 L • U \_/ # I -11 v . _L_ v . _l_ O ^-i v v - Ill - _L_ O I -11 C-L I - 


7 


wprp invnlvpri in nrnv iriincr ri a t a in pithpn DOTS on 


8 


f) 4 6 2 That was 554 h i in tntal i nrnl ant pri 


9 


hofuppn fhflsp Hafpq. mpan f f)l 1 DW-11D 2 2 VP3TS. 

V I - VV V • V X 1 I - X X V ' v I \ • \_A. l_»L I - V ► ' / X L L V (_»L X X X_ V / I I \ / VV l_»X f-— ' C—i • C—i y V • (_»L X_ > ) f 


10 


T^ncfp f) tn S 19 vp^rs 4Q tp visions ft ft nprrpnt 


11 


Q. So, this is a combination of the two 


12 


analvsps that wp lonlcpri at nrpvi nn^l v nnrrppf 


13 


A. Yes. 


14 


D Anri i f von tnnn f hp nacrp thp — unripr 

• 111 X \^A- _1_ _!_ y \_/ L-X l - L-X _l_ X X l -XX v . CJ. ^-j v . w \ -XX v . L-4. X X \_»X. v . _L_ 


15 


f hp K^dI fln-Mp i pr m tt/p "it" rri vp^ ^ ripsr'T'i'n'h'inn nf 

l -11 v . X V CJ. r— / _l_ CJ. XX 1 1 _l_ v . _L_ V \Jl _L_ V v - _l_ I - _l_ V v . O C-L v -i. \^ O v _L_ _l_ KJ \ - _l_ \_/ 1 1 \_/ J_ 


16 


the survival estimates and here it shows a 


17 


63 percent survival estimate at 4.57 years, 


18 


nnrrpft ? 

V \—> J— J_ ^ V C- - 


19 


A That ' s pnTTPPt 

fl . X 1 1 C-L I — . O V — w J_ _L_ v v. 1 — . • 


20 


D Sn a era i n that mpans that 37 nprfpnt 

V/ • O , C-L C-L _1_ 1 1 , Lll C-L 1 — ■ 1 L C-L llu L-ll C-L 1 — ■ / KJ ^ J— ^ 11 L 


21 


a rp pxnprtpii t n f a i 1 at 4 57 vpans rnrrppf 

C-L J_ ^ — • ^ — • v V. 1 . V \_-L 1 — . W J_ C-L J L C-L 1 — ■ ~ • O / V C-L J_ O , — W -L_ -L- V v. 1 — . . 


22 


A. The estimated revision rate at that time 


23 


would be 37 percent. That's correct. 


24 


Q. And within the confidence interval, that 
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1 


of ASR results in other joint registries as well. 


2 


n Qn 1 p h ' s h a 1 k abniit" h h p ~i o i n h 

V/ • kJ k^ f _1_ v.- 1 — . O 1 — . C-L J — TV C-L -L 7 kv U L 1 — . ± 1 k_- 1 k^ J — L 1 1 . 


3 


registries . 


4 


First of all, what are joint registries 


5 


f nr npnnl p 


6 


A Oka v 


7 


O — inror^ whin mav qpp s tanp^ 


8 


7A T/\7p 11 f- "h p -hp yrn T "h Vl 1 n V "1 Q niopH 

JTx • v V _l L_ w Lll I . _I_1LL _L Lll _l_ 1 1 J\ _l_ O L-L O v^; LL. 


9 


Hiffpnpnhlv S n i t ' q i mnnrf ant tn unriprstanri that 

LL. _L_ _L_ _l_ v . _l_ v . 11 L _l_ y • \_/ » _l_ I - O _l_ ILL y~J \_/ _L_ I - C-L 111 - I - \_/ L-L 1 1 LL. \^ _L_ O I - C-L 1 1 LL. Lll C-L I - 


10 


hhpnp i s somp 1 a TCfP Hi f f prpnTPS hiphwppn thp 

Lll > . _L_ _L_ O O \_/ ILL \^ _L_ C-L _L_ j \^ LL. _L_ _L_ _L_ v . _L_ v . 1 1 V O > - I - V V v . "L^ 11 Lll 


11 


National Jni nt Rpn-i qtri p^ that qnmp oonnhnips havp 

1 \l C-L I . _L_ \_/ 1 1 C-L _L_ L 1 \-/ _L_ LI L 1 \ > - Lj _L_ O I ■ _L_ _L_ v - O Lll C-L L O ILL \^ V \_/ L-L 1 1 L -I— _L_ v . O 1 1 C-L V 


12 


and the reason that it's important is because the 


13 


rantnrp f hp Haha rantunp nahp in thn^p rnnntni P9 

V C-L 1 . C-L -1— * • , Lll 1 L-L C-L 1 . C-L V C-L k-" 1 . C-L _L_ > J_ C-L 1 . > _L_ 11 L-l 1 \_/ O ' V \ / C-L 11 L 1 _l_ > i_) 


14 


is mii tp hi crh 

_l_ O v_ H LI _L L > • 1 1 _ L_ Cj 11* 


15 


So. thp cm a 1 i h v of thp Haha T h>p 1 i p vp i s 


16 


rrnitp <tooH as nnnn qpH to thprp anp also von lcnow 

C-L _1_ C- ^ CJ \_J \_J CJ. C-L O V_/ K-^ K-^ O ^ — • C>L C- W C- 1 1 k.- 1_ v C-L 1_ v C-L _1_ O W , V V_/ C-L fill kv VV , 


17 


inshihnhional . wh ah anp npfpnnpH ho as ioinh 


18 


■pprr-jqtnips fnom sopoifio institutions on othpn 

_L_ v . Lj _L_ O L -L_ _L_ \^ O -L_ _L_ \_/ ILL O r— ' *. _L_ _L_ _L_ V _L_ 1 X O L _L_ L L-L L _L_ \_/ 1 X O -I— \_/ Lll v J_ 


19 


countries even where it's not a mandate and I would 


20 


sav hhah thp final i hv on thp ranturp nahp of thp 

O C-L y C- 1 1 C-L C- C- 1 1 ^ — • k-^ C-L C-L -1 LI . V \_J J_ Lll ^ V — CIU L LI 1 v J_ C-L C- ^ W -L_ Lll k_- 


21 


Hata i s snsopot 

LLC-L L C-L _1_ O O C-L O KJ * — • ^ — L • 


22 


Q. So, examples of National Joint 


23 


Registries with this high guality data would 


24 


include England and Wales? 
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1 


A^ 


I think that they have a good high 


2 


quality 


national registry, yes. 


3 


Q- 


Do any of the Scandinavian countries 


4 


have? 




5 




They do. 


6 




Australia? 


7 


A. 


Australia as well, yes. 


8 


Q • 


An example of an institutional registry, 


9 


Kaiser, 


would that be an institutional registry? 


10 


A. 


It would, yes. 


11 


Q • 


And can you give me some other examples 


12 


of American registries, if there are any? 


13 


A. 


There are. And, again, I'm not -- I 


14 


don't know a lot of the details behind them, but I 


15 


do know 


that the Mayo Clinic has their own joint 


16 


registry. I believe the Cleveland Clinic has a 


17 


joint registry. New England Baptist Hospital in 


18 


Boston has a registry. Hospital for Special 


19 


Surgery 


has a registry. And I'm sure there are 


20 


others . 




21 


Q • 


Henrik Malchau? 


22 


A. 


Yes . 


23 


Q • 


How do I say that name? 


24 


A. 


It's Malchau. 
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1 


anywhere , 


practice medicine anywhere in the 


2 


United States? 


3 


A. 


I don ' t know . 


4 


. 


And then Gary Warriner? 


5 


A. 


Gary was a biostatistician based in 


6 


Leeds . 




7 


Q. 


And at the time of this white paper, at 


8 


the time 


it was authored, did he report to you? 


9 


A. 


I'm not sure exactly when this was 


10 


authored . 




11 


. 


I see a 2011 copyright on the second 


12 


page . 




13 


A. 


I don't think so. I think he was 


14 


reporting 


to Carleton at that time . 


15 


. 


And that would be Carleton Southworth? 


16 


A. 


Yes . 


17 


Q • 


Did Mr. Southworth then report to you? 


18 


A. 


He did. 


19 


Q. 


So, he was an indirect report to you? 


20 


A. 


Yes . 


21 


Q- 


And if we go to where I've highlighted 


22 


it on the 


first page about eight or nine -- 


23 


A. 


Yes . 


24 




-- lines down. Let me just read it for 
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1 the record. 

2_ "National joint registries provide 

3_ valuable and generalizable information on the 

£ revision rates / survivorship of newer and older 

5_ implants alike." 

_6 First of ally do you agree with that 

1_ sentence? 

8_ A^ I do. 

9 Q. Okay. And then it continues, "Typically 

10 they include large cohorts with contributions from 

11 all surgeons, irrespective of experience level." 

12 Again, is that accurate to your 

13 understanding? 

14 A. It is. 

15 Q. And "These data sources include the 

16 Australian Orthopaedic Association National Joint 

17 Replacement Registry (AOA NJRR) and the National 

18 Joint Registry for England and Wales." 

19 A. Yes. 

20 Q. And you agree that those are three 

21 sources of the data? 

22 A. Yes. Well, there are two. 

23 Q. There are two I guess. Australian and 

24 the -- 
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r aye jd^ 


1 


hp i n cs r^skpri 1~n rpvi pw snmp1~hi"i nrr 'hhrnnrrh out — bv 

_l_ 1 1 C-L O J\ v . \_A. I . \_/ _L_ \^ V _1_ v . VV O \_/ ILL \^ LL1 _L_ 1 1 k-j LL1J_ \_/ L-L k-j 1 1 \_/ L-L _L_ A_/ y 


2 


out rnniTniin i rat" i nns nrniiD 

\_/ L-L _L_ V \_/ 1 L LI L L L-L 1 1 _l_ V C-L I - _l_ 1 1 O k-j _1_ \_/ L-L • 


3 


Q. And you see that there is a statement on 


4 


fVii q a ri that ^3wc "99 2 pprppnj- SnTvivoTshi'i'n"'? 

LL1 _l_ O C-L v A. 1 .11 C-L I - O C-L y O _/ _/ • _L_ v . _L_ v. v . Li L U LA _L_ V _l_ V \_/ _l_ O 1 1 _l_ • 


5 


A Yes 

Xi • X ^ o • 


6 


Q. And there is a reference to the National 


7 


Joint Registry for England and Wales? 


8 


A Yes 

Xi. • X O • 


9 


O TA7"h ^ 1~ Hops 1~ h ^ 1~ Tnp^n^ 

\J • u V 1 1 C-L L_ \_/ ^ O I— 1 1 C-L L- 1 L L ^ C-L 11. 


10 


A S n T won 1 rj "in1~p rDrpf 1~ hi ^ 1~ 1~ n mp^n 1~ hi ^ 1~ 

XI • \_/ w _l_ V V \_/ L-L _ 1_ v^X. _l_ 111 . v . _L kj* _L_ v . 1 - I .11 C-L I - I - \_/ ILL v . C-L 11 I -11 C-L I - 


11 


j-hprp was a 99 2 Kanl an-Mpi pr qurvi vnrqhi n pqf i mat p 

I -11 v . _L_ v . VV C-L O C-L c—i J. v C-L ' _l_ C-L 11 11 v . _l_ v . _L_ O L-L _L_ V _l_ V \_/ _L_ O 1 1 _l_ f— ' v . O I - _l_ ILL C-L I . v . 


12 


nf this narti pnl ar o t o ci 1 1 o t f hp A 5-5 R XT, h> a s p ri on 

\_/ _L_ I -11 _L_ O h— ' C-L _L_ I . _L_ V- L-L _L_ C-L _L_ V~J _L_ \_/ L-L V L- J I -11 v . £1 _L \ X Y J 1 » C-L O \_/ 1 1 


13 


the data that was extracted or provided to us by 


14 


the IJ K National Joint Reaistrv in 2008 

l -11 v . ■ L V ■ IN C-L I - _L_ \_/ 1 1 CJ L_ O \_/ _L_ 111 - J. \ \^ \-A _L_ O I - _L_ y _L_ 1 1 t—. \J \J K_J » 


15 


Q. And, in fact, there wasn't a 


16 


99.2 percent Kaplan-Meier survivorship estimate 


17 


done ? 


18 


A That ' s — that ' s ooTTPot 


19 


D So this ari is in (^ttc>t^ 


20 


A Tt was oPTtainlv a mi qnnHprstanrii nn T 

Xi • _L I - Vv C-L O v v . _L_ I . CJ l_ 1 1 _ L_ y C-L ILL _L_ O L-L 1 1 \-A. v . _L_ O I - C-L 1 1 \^A. _L_ 1 1 k-j _L 


21 


thi n lc hptwppn Ha rv WaTTi nPT anri mvspl f as to what 

I .11 _l_ 1 1 J\. J^/ v . 1 - VV v - v . 1 1 \_J C-L _L_ y 1/ U C-L _L_ _L_ _L_ 1 1 v - _L_ C-L 1 1 1 L L y O ^ - _L_ _L_ C-L O I - \_/ VV 1 1 C-L I - 


22 


that 99.2 percent was. 


23 


Q. If you had seen this ad before it ran, 


24 


would you have told people don't run it? 
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1 A^ I would have definitely asked questions 

2_ about -- so, I did see this ad before it ran, and I 

3_ remember e-mailinq Gary to confirm the accuracy of 

£ those results. 

5_ And he told you that, yes, there was a 

_6 99.2 percent Kaplan-Meier estimate? 

1_ A^ He did not say Kaplan-Meier I don't 

8_ believe . I think what he said was that there was a 

_9 99.2 percent survival rate. 

10 Q. After this ad ran, there was at least 

11 one surgeon, Dr. Sampson, who contacted Mr. Berman. 

12 You know Mr. Berman? 

13 A. I do. 

14 Q. And -- actually, I take that back. I 

15 believe he contacted Dr. Vail and Dr. Vail 

16 forwarded the communication to Mr. Berman. 

17 But Dr. Sampson expressed incredulity at 

18 this claim. Did anyone ever tell you about that? 

19 A. No. 

20 Q. In that communication Dr. Sampson told 

21 Dr. Vail that his personal experience with ASR was 

22 very much different and very much worse than this 

23 claim of 99.2 percent and he also referenced a 

24 Dr. Prieto. 
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